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To: bcadden@neccrx.com 

Subject: ARL Sterility Report Announcement 
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In an effort to continually improve the quality of our services and adhere 
to regulatory requirements, ARL has made a change in the sterility 
reports that our clients receive. 
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Please read concerning important changes to your sterility report: 

Per USP <71 > Sterility Tests under the section titled observation and 
interpretation of results it states "At intervals during the incubation period 
and at its conclusion, examine the media for macroscopic evidence of 
microbial growth." Our intervals are 3 (excluding weekends) and 7 days 
with 14 days being the conclusion. Because the test is not concluded 
until 14 days we determined it was more appropriate to report any 
preliminary examinations (3 or 7 days) as no growth instead of sterile. In 
the event the material being tested renders the medium turbid at day 14, 
then a portion of the medium will be transferred to fresh vessels of the 
same medium, and incubated for an additional 4 days. In this case the 
test will not be concluded until 18 days and the 14 day report will read no 
growth at 14 days and the final 18 day report will signify the conclusion 
of the test. 


Please read concerning important changes to your 14 day sterility 
report: Effective immediately ARL will no longer report Endotoxin 
results on the 14 day sterility report. The 14 day sterility report is only 
intended to signify the conclusion of the 14 day USP <71 > sterility test 
and is independent of the test for Endotoxin. Endotoxin results will be 
reported in approximately 3 business days with Analytical Chemistry 
results and/or preliminary Microbiology results. 

For questions or concerns please contact client services at 
800.393.1595 or Debbie Hunt dhunt@arlok.com 

We appreciate your business with ARL and thank you for the opportunity 
to assist your pharmacy with your quality control testing needs. 

Thank you, 

Amy Dean 

Marketing/Public Relations 
Analytical Research Laboratories 
adean@arlok.com 
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